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DETAILED ACTION 

Specification 

1 . The abstract of the disclosure is objected to because language that can be implied such as 
"The present invention relates to" (line 1) should be avoided. Correction is required. See MPEP 
§ 608.01(b). 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, mure than one \ ear prior to the date of application for patent in the United States. 

3 . Claims 7- 1 0 are rejected under 35 U.S.C. 1 02(b) as being anticipated by Sudo (USPN 
5,723,189). 

In regard to claim 7, Sudo teaches a capsule that corresponds to the claimed capsule that 
is formed of cyclic olefin copolymer (see, for example, col. 12, lines 28-37 and 57-65 and col. 
11, lines 45-48). 

In regard to claim 8, Sudo teaches a package that corresponds to the claimed package that 
comprises a capsule that is formed of cyclic olefin copolymer (see, for example, col. 12, lines 28- 
37 and 57-65 and col. 11, lines 45-48) and a cap that seals the capsule (see, for example, col. 12, 
lines 28-37 and Fig. 4). 

In regard to claim 9, Sudo teaches a package that corresponds to the claimed package that 
comprises a capsule that is formed of cyclic olefin copolymer (see, for example, col. 12, lines 28- 
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37 and 57-65 and col. 11, lines 45-48) and a barrier that seals the capsule (see, for example, col. 

12, lines 28-37 and Fig. 4). 

In regard to claim 10, Sudo teaches a package that corresponds to the claimed package 
that comprises a capsule that is formed of cyclic olefin copolymer (see, for example, col. 12, 
lines 28-37 and 57-65 and col. 11, lines 45-48), a cap (stopper 9) and an aluminum barrier (layer 
of aluminum) that seals the capsule (see, for example, col. 12, lines 28-37, col. 12, line 66-col. 

13, line 13 and Fig. 4). 

4. Claims 7 and 1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by Sudo et al. 
(USPN 5,853,833). 

In regard to claim 7, Sudo et al. teach a capsule that corresponds to the claimed capsule 
that is formed of cyclic olefin copolymer (see, for example, col. 9, lines 10-19, col. 3, lines 40-49 
and col. 66, lines 32-34). 

In regard to claim 11, Sudo et al. teach that the capsule that corresponds to the claimed 
capsule that is formed of cyclic olefin copolymer is coated with silicon oxide (see, for example, 
col. 9, lines 10-17). 

Claim Rejections - 35 USC §103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

6. Claims 15-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Sudo 
(USPN 5,723,189). 

Sudo teaches the package as discussed above in regard to claims 7-10. 

Sudo fails to explicitly teach an ampoule within the capsule, where the ampoule is 
formed of cyclic olefin copolymer. 

Sudo, however, discloses that it is well known in the art that ampoules containing liquid 
medicament are enclosed in a container (col. 1, lines 64-66) in order to maintain the sanitary 
nature of the medicament during storage of the medicament in a container (col. 1, lines 9-17) and 
that the cyclic olefin copolymer is suitable for use as any of a multiplicity of containers such as 
cases, sacks, vials, press through packs, slip pouches, partitioned vessels, ampoules "and the 
like) (col. 12, lines 28-37). Therefore, one of ordinary skill in the art would have recognized to 
have stored ampoules in the capsule taught by Sudo since it is well known in the art that 
ampoules containing liquid medicament are enclosed in a container in order to maintain the 
sanitary nature of the medicament during storage of the medicament in a container as taught by 
Sudo, and to have used cyclic olefin copolymer as the material of the ampoules since cyclic 



Application/Control Number: 10/575,981 Page 5 

Art Unit: 1794 

olefin copolymer is a suitable material for use as the material of ampoule used to store 
medicament as taught by Sudo. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have stored ampoules in the capsule taught by Sudo since it is well known in the art 
that ampoules containing liquid medicament are enclosed in a container in order to maintain the 
sanitary nature of the medicament during storage of the medicament in a container as taught by 
Sudo, and to have used cyclic olefin copolymer as the material of the ampoules since cyclic 
olefin copolymer is a suitable material for use as the material of ampoule used to store 
medicament as taught by Sudo. 

7. Claims 1 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over Sudo 
(USPN 5,723,189) in view of Sudo et al. (USPN 5,853,833). 

Sudo teaches the package as discussed above in regard to claims 7-10. Sudo teaches that 
the an additional layer of another material may be applied to the surface of the container 
comprising the cyclic olefin (such as the capsule) (col. 12, lines 57-65 and col. 13, lines 9-13). 

Sudo fails to explicitly teach that the capsule is coated with silicon oxide. 

Sudo et al. (USPN 5,853,833), however, disclose a sanitary container (see, for example, 
col. 6, lines 32-34) comprising a cyclic olefin (see, for example, col. 3, lines 40-49) that has a 
silicon oxide coating applied to the surface of the cyclic olefin container (see, for example, col. 
9, lines 10-17) that improves the transmission resistance to oxygen and nitrogen of the cyclic 
olefin container (see, for example, col. 3, lines 5-19). Therefore, one of ordinary skill in the art 
would have recognized to have coated the capsule of Sudo with the silicon oxide coating of Sudo 
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et al. in order to improves the transmission resistance to oxygen and nitrogen of the cyclic olefin 
container of Sudo as taught by Sudo et al. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have coated the capsule of Sudo with the silicon oxide coating of Sudo et al. in 
order to improve the transmission resistance to oxygen and nitrogen of the cyclic olefin container 
of Sudo as taught by Sudo et al. 

8. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sudo et al. 
(USPN 5,853,833) in view of Sudo (USPN 5,723,189). 

Sudo et al. teach the package as discussed above in regard to claim 1 1 . 

Sudo et al. fail to explicitly teach an ampoule within the capsule, where the ampoule is 
formed of cyclic olefin copolymer. 

Sudo (USPN 5,723,189), however, discloses that it is well known in the art that ampoules 
containing liquid medicament are enclosed in a container (col. 1, lines 64-66) in order to 
maintain the sanitary nature of the medicament during storage of the medicament in a container 
(col. 1, lines 9-17) and that the cyclic olefin copolymer is suitable for use as any of a multiplicity 
of containers such as cases, sacks, vials, press through packs, slip pouches, partitioned vessels, 
ampoules "and the like) (col. 12, lines 28-37). Therefore, one of ordinary skill in the art would 
have recognized to have stored ampoules in the capsule taught by Sudo et al. since it is well 
known in the art that ampoules containing liquid medicament are enclosed in a container in order 
to maintain the sanitary nature of the medicament during storage of the medicament in a 
container as taught by Sudo, and to have used cyclic olefin copolymer as the material of the 
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ampoules since cyclic olefin copolymer is a suitable material for use as the material of ampoule 
used to store medicament as taught by Sudo. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have stored ampoules in the capsule taught by Sudo et al. since it is well known in 
the art that ampoules containing liquid medicament are enclosed in a container in order to 
maintain the sanitary nature of the medicament during storage of the medicament in a container 
as taught by Sudo, and to have used cyclic olefin copolymer as the material of the ampoules 
since cyclic olefin copolymer is a suitable material for use as the material of ampoule used to 
store medicament as taught by Sudo. 

Conclusion 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Walter B. Aughenbaugh whose telephone number is (571) 272- 
1488. While the examiner sets his work schedule under the Increased Flexitime Policy, he can 
normally be reached on Monday-Friday from 8:45am to 5: 15pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terrel Morris, can be reached on (571) 272-1478. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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